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DETAILED ACTION 
Response to Arguments 

Applicant's amendment filed September 8, 2005 has been fully considered. 
Applicant states, "Applicant appreciates the difference pointed out by the Examiner on 
page 2 of the Final Rejection of April 8, 2005T and acknowledges that the Examiner 
cannot patentable differentiate the final device of at least McGahn et and that of 
applicant due to the method of production. The Examiner notes MPEP 21 13 which 
states: 

"[EJven though product-by-process claims are limited by and defined by the process, 
determination of patentability is based on the product itself. The patentability of a product does not 
depend on its method of production. If the product in the product-by-process claim is the same as or 
obvious from a product of the prior art, the claim is unpatentable even though the prior product was made 
by a different process. " 

Applicant then concludes, "Applicant has taken such a difference identified by the 
Patent Office and has placed such into each independent claim in the case" and now 
assumable believes the claims are allowable. The Examiner strongly emphasizes his 
position that "the Examiner cannot differential between McGahn et al" and applicant's 
device. Applicant has added the limitation "with the envelope being made by a process 
comprising the steps of submerging a mandrel to pick up a first envelope-layer over a 
first portion of the mandrel, then again submerging said mandrel to pick-up a second 
envelope layer over a second portion of the mandrel, and then curing the envelope 
layers". The Examiner notes that element envelope 12a is taught being formed in a 
mold and not by subsequent layers cured together, however, the resulting final product 
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is the same. In a second interpretation, McGahn et al teaches a construction from five 
separate pieces. It is the Examiner's position that the separate silicone pieces 
cemented together with silicone to form a final product wherein the Examiner cannot 
differentiate final products of applicant and McGahn et al. Similar for Prescott and 
Baker. 

The Examiner notes applicant's side-to-side comparison of the claim sets but 
they are not the same claims. For example, in comparing claim 1 of U.S. Patent No. 
6,692,527 to current claim 21, applicant has failed to incorporate a major limitation. The 
limitation "wherein the envelope apart from said patch is one-piece" distinguished over 
McGahn et al because patch is needed to form an envelope with a thicker side with a 
relatively rough surface. 



Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 21, 23, 26, 28-33, 35-46 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the enablement requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. 
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The new limitation, as follows, added to all independent claims is new matter: 
"with the envelope being made by a process comprising the steps of submerging a 
mandrel to pick up a first envelope-layer over a first portion of the mandrel, then again 
submerging said mandrel to pick-up a second envelope layer over a second portion of 
the mandrel, and then curing the envelope layers". 

Originally filed claim 18 of 09/452,656 wherein applicant indicated support: 
18. A method of making an envelope for a breast implant, comprising the steps of 

a) selecting a mandrel; 

b) selecting a dispersion into which the mandrel is dipped; 

c) fully submerging the mandrel in the dispersion such that an envelope is formed, withdrawing 
the mandrel from the dispersion and thereby picking up a first envelope layer on the mandrel, and 
permitting the first envelope layer to at least partially stabilize; and 

d) partially submerging the mandrel in the dispersion such that a portion of the 

mandrel remains exposed to the atmosphere, withdrawing the mandrel from the dispersion and 
thereby picking up a second envelope layer on the mandrel and permitting the second envelope layer to 
at least partially stabilize, whereby an envelope coating of a first thickness is disposed over one portion of 
the mandrel and whereby an envelope coating of a second thickness is disposed over another portion of 
the mandrel. 

Applicant's claim language describing a first portion is broader than "fully 
submerging the mandrel" which is the entire surface. Also, the second portion is a part 
of the first portion and not exclusive portions as written, thus forming a second layer 
over the first layer. 
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Note, claim 33 is a "method of minimizing rotation of an implant" and not a 
method of forming an implant. Therefore, the claim language directed to the steps of 
forming the implant are interpreted as they would in a device claim. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) do not apply to the examination of this application as the application 
being examined was not (1) filed on or after November 29, 2000, or (2) voluntarily 
published under 35 U.S.C. 122(b). Therefore, this application is examined under 35 
U.S.C. 102(e) prior to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 21, 23, 26, 28-33, 35-46 (all claims) are rejected under 35 U.S.C. 102(b) 
as being anticipated by McGhan et al (3,852,832). 

McGhan et al teaches a breast implant comprising a tillable "envelope" having 
one side having a relatively smooth surface and another side (comprising 12a, 12d, and 
37) having a relatively rough surface to allow for tissue ingrowth. The implant, as clearly 
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shown in figures 3-4, has a relatively thicker side comprising said relatively rough 
surface. 

Note column 2, lines 53 et seq., teaching the implant is formed to a mold and 
then stripped leaving an aperture opening which is later closed by a closer 12d, 
interpreted as a patch. 

Regarding claims 42-46, McGhan et al teaches the thickness of sheet 37 which 
is the only thickness over the aperture 12c, and is approximately 20/1000 inches thick 
which is interpreted as being about 18/1000 inches thick. From the drawings, the 
smooth surface is shown as being thinner and is interpreted as being within the claimed 
range. 

It is the Examiner's position that the separate pieces cemented together form a 
final product that is "one-piece". 

Additionally, applicant has added the language wherein the envelope is sealable 
after being filled with said fluid which is merely functional language. The implant of 
McGahn et al is fully capable of being sealed by a patch after being filled, etc.; note that 
the implant has a valve 15 which does seal after being filled. 

Claims 21, 23, 26, 28-33, 35-46 (all claims) are rejected under 35 U.S.C. 102(b) 
as being anticipated by Prescott (5,522,896). 

Referring to figure 1B, Prescott teaches a breast implant comprising a Tillable 
"envelope" having a relatively smooth anterior surface and a thicker posterior side 
comprising elements 4 and 6. Prescott teaches an additionally layer/coating 4 on a 
breast prosthesis: 
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"The prothesis of the present invention can also comprise a base material 
of predetermined shape, e.g., a conventional prosthetic device, and a layer of 
elastomeric material provided on the base material, wherein the layer of 
elastomeric material has distributed therein or provided thereon bio-active ceramic or 
glass particles (column 5, lines 34-39)." 

Inherently, a conventional prosthetic with an additionally coating, such as the breast 
implant such in figure 1 B, would produce a thicker posterior side relative to the anterior 
side. It is noted that Prescott teaches the coating to increase tissue adhesion; see at 
least column 1 , lines 29-38. The posterior surface with coating is relatively rough when 
compared with the anterior surface without a coating. The implant is fully capable of 
being sealable after being filled. 



Claims 28, 30, 32, 39, 44 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Baker (5,026,394). 

Baker teaches a breast implant comprising a tillable "envelope" having a 
relatively smooth anterior surface and a thicker posterior side 20, 14. Said implant 
envelope is sealed, and wherein the envelope apart from said patch 34, 72 is one piece. 

Note column 6, lines 65-66, "the shell component and the reinforcement member 
can be formed as an integral unit." 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

In the alternative, claims 42-46 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over McGhan et al (3,852,832) or Precott (5,522,896). 

McGhan et al discloses the invention as described above including the thickness 
as described above. Lacking any criticality in the specification, the use of the claimed 
thicknesses lacks criticality in the specification and solves no stated problem and would 
have been an obvious matter of design choice within the skill of the art. Additionally, it 
would have been obvious to qne having ordinary skill in the to adjusted the thickness of 
both sides of the implant to adjust flexibility and/or increase strength. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bruce E. Snow whose telephone number is (571) 272- 
4759. The examiner can normally be reached on Mon-Thurs. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571) 272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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